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I, Akira Takashima, M.D., Ph.D., hereby declare as follows: 

1. I am a Professor at the University of Texas Southwestern Medical Center. I have 
extensive experience in the fields of immimology and molecular biology. References containing 
examples of my work are included in my Curriculum Vitae. A copy of my Curriculum Vitae is 
attached as Exhibit 1. 

2. I have reviewed relevant documents relating to the above-referenced patent application. 
Specifically, I have reviewed the Office Action dated November 10, 2004, the specification of 
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the application, the pending claims, and the amended claims. In light of these documents, and 
my knowledge of inmiunology and molecular biology, I make the following statements. 

3. I understand that the claims in this application relate to methods of immunizing an animal 
comprising providing to the animal at least one Chlamydia psittaci antigen in an amount 
effective to induce an immune response against Chlamydia psittaci. 

4. I also understand that the Examiner has rejected several claims of the application on the 
grounds that the specification is not enabling for all antigenic fragments of SEQ ED NOs: 7, 9, 
11, and 13 encompassed by the claims. I do not find this to be the case. 

5. Based on my experience and knowledge in the fields of immunology and molecular 
biology, I believe that a scientist of standard skill in immvmology or molecular biology would be 
capable of eliciting an immune response in an animal against Chlamydia psittaci using a number 
of antigenic fragments of SEQ ID NOs: 7, 9, 11, and 13 by following the teachings in the 
specification. 

6. The present specification describes an "antigenic fragment" as a fragment that can elicit 
an immune response in an animal (p. 13, In. 19-20). The specification provides fiirther 
description of "fragments" of the SEQ ID NOs: 7, 9, 1 1, and 13 at page 13, lines 9-18. Based on 
these descriptions, a person of standard skill in molecular biology or immunology would 
understand an antigenic fragment of SEQ ID NOs: 7, 9, 1 1, or 13 to refer to a fragment of at least 
5 contiguous amino acids of SEQ ID NOs: 7, 9, 1 1, or 13, but fewer than the fiiU length of SEQ 
ID NOs: 7, 9, 1 1, or 13, capable of eliciting an immune response in an animal. 
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7. I have reviewed the data presented in Examples 1 through 12 of the present specification. 
These data show, among other things, that the 443 amino acid polypeptide of SEQ ID NO: 9 can 
be used to immunize an animal {see e.g., p. 75, Table 3; p. 80, In. 2-6). Furthermore, these data 
show that a 149 amino acid fragment (SEQ ID NO: 7) of SEQ ID NO: 9 can also be used to 
immunize an animal {see e.g., p. 75, Table 3; p, 80, In. 2-6). Based on these results, a scientist 
will understand that there would likely be other antigenic fragments of SEQ ID NO: 9 and SEQ 
ID NO: 7 that would elicit an immune response in an animal. 

8. The data in the present specification also show that the 100 amino acid polypeptide of 
SEQ ID NO: 13 can be used to immunize an animal {see e.g., p. 75, Table 3; p. 80, In. 2-6). In 
addition, a 41 amino acid fragment (SEQ ID NO: 11) of SEQ ID NO: 13 can also be used to 
immunize an animal {see e.g., p. 75, Table 3; p. 80, In. 2-6). Based on these results, a scientist 
will understand that there would likely be other antigenic fragments of SEQ ID NO: 1 1 and SEQ 
ID NO: 13 that would ehcit an immune response in an animal. 

9. The present specification provides guidance for making and evaluating antigenic 
fragments of SEQ ID NOs: 7, 9, 13, and 11. First, the specification provides the nucleic acid and 
amino acid sequences of these antigens as a starting point from which a scientist could make 
other antigenic fragments. As described in the specification, it is also known that certain amino 
acids may be substituted for other amino acids in a protein structure without appreciable loss of 
interactive binding capacity with antigen-binding regions of antibodies (p. 26, hi. 18-20). 

10. Furthermore, it is also known to scientists in the fields of molecular biology and 
immunology that immunogenic proteins typically contain multiple immunogenic epitopes or 
determinants. A scientist of standard skill would be capable of identifying antigenic fragments of 
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SEQ ID NOs: 7, 9, 11, and 13 by following the teachings in the specification. For example, as 
described in the present specification at page 25, lines 8-20, antigenic determinants of a 
polypeptide may be identified by preparing a range of cDNAs encoding peptides lacking 
successively longer firagments of the C-terminus of the polypeptide. The immunogenic activity of 
each of these peptides then identifies those firagments or domains of the polypeptide that are 
essential for antigenic activity. Further experiments in which only a small number of amino acids 
are removed or added at each iteration then allows the location of other antigenic determinants of 
the polypeptide. Scanning a fiiU-length antigenic polypeptide for antigenic epitopes or determinants 
is routine in the field of immunology. Thus, a scientist of standard skill in molecular biology or 
immunology could identify antigenic fragments of SEQ ID NOs: 7, 9, 1 1, and 13 using only routine 
screening techniques as described in the present specification. 

11. In conclusion, a molecular biologist or immunologist could practice the presently claimed 
invention using antigenic fragments of SEQ ID NOs: 7, 9, 11, or 13 by following the teachings of 
the present specification. 
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12. I declare that all statements made of my knowledge are true and all statements made on 
the information are believed to be true; and, further that these statements were made with 
knowledge that willful false statements and the like so made are punishable by fine or 
imprisonment or both, xmder § 1001 of Title 18 of the United States Code, and that such willful 
false statements may jeopardize the vahdity of this application or any patent issued thereupon. 



Date: 





Akira Takashima, M.D., Ph.D. 
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